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DETAILED ACTION 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 1-5, 7, 17,18, 20, 21 and 23 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Hansson (US Pat# 6503252). Hansson discloses a conical core (21) with 
a plurality of threads (19) around the conical core to help secure the implant where the 
conical may have a taper angle (alpha) of 30° (column 3, lines 19-22). The device 
having maximum outer diameter of 13mm and a threaded portion maximum length of 
25mm, which is well within the size range usable within the sinus tarsi of a subtalar joint. 
The trailing end of the device (18) may have a hole (25) formed in it, which is capable of 
use with a tool or wire (column 4, lines 18-21). The device of Hansson is formed by 
milling (milling being essentially the identical to machining) the core portion (21) with a 
tool (27), (column4, lines 31-38), and may be formed with a range of crest widths (b1- 
b7) from 0.2mm-1mm (+/-10%) (column 4, lines 1-5) and a pitch range of 2.6-3.2 
(column 3, lines 30-36), these ranges allow for a ratio of crest width to pitch to fall within 
the range of 0.0625-0.38 which is at least 0.15. 

Claims 1-9 are rejected under 35 U.S.C. 102(b) as being anticipated by Simon 
(US Pat# 6264677). Simon discloses a conical portion with a plurality of threads which 
is sized to fit within the sinus tarsi of a subtalar joint as indicated by the size ranges in 
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the table ( column 3, lines 25-35). The conical portion of the body may have a taper 
angle of 6-15° or 15-30°, both of which either contain 18° or are approximately 18° and 
contain portions with a taper between 10° and 30°. The drive head (18) is adapted to 
receive a socket drive tool (column 3, lines 64-67). In reference to claim 6, the scale 
drawing in Figure 4 was measured with a ruler, the width of the 2 nd crest is -0.125 inch 
while the height is ~ 0.3125 inches, which produces a crest height to width ratio of 0.4 
which is at least 0.3, additionally the varying height crests in combination with the 
selected crest width (between 0.08mm-0.3mm, column 3, lines 20-22) produce a wide 
range of width to height ratios. In reference to claim 8, the threads of the device of 
Simon may have a pitch of 0.8mm -1.5mm (column 2, lines 64-65) and a width of 
0.08mm-0.3mm (column 3, lines 20-22), the pitch is the distance between crests, by 
subtracting the crest width from the pitch the root width between each thread can be 
calculated, by performing this calculation with the extremes ranges, the max/min crest 
width of 0.3 or 0.08mm and the pitch max/min of 1.5 or 0.8 we get the thread root width 
range of 0.5-1 .2mm, which corresponds to range of 0.01 96-0.0472 inches for the thread 
root width, which includes the range of 0.020-0.040 inches of claim 8. An additional 
conical portion is found on the rounded tip of the drive head (Figure 2, #18) where a 
cylindrical portion defining the eyelet (20) separates the two conical portions. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 
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(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 10-16 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Simon (US Pat# 6264677) in view of Chauvin (US Pat Appl# 101224044, Pub# 
US2002/01 16066). Simon is explained supra. However, Simon does not disclose a 60°- 
thread angle, specific thread height or all required pitch ranges. Chauvin teaches a 
conical/frustoconical profile (paragraph 15, bottom 3 lines) with four slots (10) extending 
substantially from one end to the other and the conical body has threads with a thread 
angle of 60° (paragraph 32, bottom 5 lines) where the threads have heights on the order 
of 0.7 to 0.9mm (paragraph 32) which is approximately 0.032 or 0.041 inches and have 
a pitch of 1.5-2mm which is approximately 0.090 or 0.100 inches. The device of 
Chauvin being in the same field of endeavor or the analogous art of surgery, class 606, 
regarding implantable bone implants for the purpose of repairing damaged structures 
and/or connecting bony structures. It would have been obvious to one having ordinary 
skill in the art at the time the invention was made to combine the teaching of slots, 
thread height angle and pitch, as taught by Chauvin, to anchor as per Simon, in order to 
enhance implant anchoring ability and improve implant retention. 

Claims 19, 22, 24-31 rejected under 35 U.S.C. 103(a) as being unpatentable 
over Simon (US Pat# 6264677) in view of Chauvin (US Pat Appl# 101224044, Pub# 
US2002/01 16066) as applied to claims 10-16 above, and further in view of Hansson 
(US Pat# 6503252). 
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Simon and Chauvin disclose the structure of the implant. However Simon and 
Chauvin do not disclose a specific manufacturing method. Hansson teaches milling 
(milling being essentially the identical to machining) as a manufacturing method (col. 4, 
lines 39-43) in the same field of endeavor or the analogous art of surgery, regarding 
bone implants for the purpose of implanting. It would have been obvious to one having 
ordinary skill in the art at the time the invention was made to combine the teaching of 
milling the implant, as taught by Hansoon, to the implantable device as per Simon and 
Chauvin, in order to form the implant. 

Conclusion 

The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. Crombie, US Pat# 5961524- screw; Simon, US Pat# 5951560- 
orthopedic screw; Grivas, US Pat# 6096081- cortical dowell; Kvarnstrom, US Pat Appl# 
09971977, Pub# US 20020052608. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Robert W. Amareld, Jr. whose telephone number is 571- 

272- 6170. The examiner can normally be reached on M-F 9am -5pm EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Corrine M. McDermott can be reached on 571-272-4754. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 

273- 8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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